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DETAILED ACTION 
Status of the Application 

Claims 18-19, 21-24, 26-28, 31-35, 41-48 and 50-52 are pending. 

Applicant's amendment of claims 18-19 as submitted in a communication filed on 6/18/2007 is 
acknowledged. 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 37 CFR 
1.17(e), was filed in this application after final rejection. Since this application is eligible for continued 
examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finahty of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. AppHcant's 
submission filed on 6/18/2007 has been entered. 

Claims 18-19, 21-24, 26-28, 31-35, 41-48 and 50-52 are at issue and are being examined herein. 

Rejections and/or objections not reiterated from previous office actions are hereby withdrawn. 

Claim Objections 

1 . Claim 1 8 is objected to because of the recitation of ' Vepared by extrusion". This term has been 
recited twice when describing the method of preparing the granulate. Appropriate correction is required. 

Claim Rejections - 35 USC § 112, Second Paragraph 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

3. Claims 18-19, 21-24, 26-28, 31-35, 41-48 and 50-52 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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4. Claims 18-19 (claims 21-24, 26-28, 31-35, 41-48 and 50-52 dependent thereon) are indefinite in 
the recitation of "increased pelleting stability" for the following reasons. First, the term is unclear and 
confusing in the absence of a basis for comparison (i.e., increased with respect to what). In addition, one 
of skill in the art would interpret the term "pelleting stability" to refer to the structural stability of the 
pellet under different conditions (e.g., temperature, pressure, pH, etc.). The specification does not 
explicitly defines the term. It appears from Applicant's response and Example 5 of the specification that 
"pelleting stability" is related to the phytase activity in the pellet and not to the structural stability of the 
pellet. However, it is unclear from Example 5 how is pelleting stability related to phytase activity. While 
Table 2 refers to "enzyme yield after pelleting", it is not possible to determine what this yield is or how it 
is calculated. Is it related to how much enzymatic activity is left in the pellet after pelleting? If this is the 
case, what is the reference point for comparison? Also, how does the calculation of enzyme yield take 
into account dilution of enzyme due to the addition of feed premix to the granulate to make the pellets?. 
In the absence of any information as to what is the intended meaning of "pelleting stability", one cannot 
determine the entire scope of the claims or whether a teaching of the prior art meets the recited limitation. 
For examination purposes, no patentable weight will be given to the term. Correction/clarification is 
required. 

Claim Rejections - 35 USC §103 

5. The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. ^ 

6. Claims 18-19, 21, 24, 26-28, 31-35, 41-45, 48, 50-52 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Nielsen et al. (WO 95/28850, November 2, 1995) in view of Ghani (U.S. Patent 
No. 6120811, filed 10/4/1996). 
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7. Claims 22-23, 46-47 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Nielsen 
et al. (WO 95/28850, November 2, 1995) in view of Ghani (U.S. Patent No. 612081 1, filed 10/4/1996) as 
applied to claims 18-19, 21, 24, 26-28, 31-35, 41-45, 48, 50-52 above, and further in view of Markussen 
et al (U.S. Patent No. 4106991, 1978). 

8. Claims 18-19, 21-22, 24, 26-28, 31-35, 41-46, 48, 50-52 remain rejected under 35 U.S.C. 103(a) 
as being unpatentable over Nielsen et al, (WO 95/28850, November 2, 1995) in view of Ghani (U.S. 
Patent No. 612081 1, filed 10/4/1996), and further in view of Haarasilta (GB 2-139868A, 1984). 

9. Claim 23 and 47 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Nielsen et al. 
(WO 95/28850, November 2, 1995) in view of Ghani (U.S. Patent No. 612081 1, filed 10/4/1996) and 
Haarasilta (GB 2-139868A, 1984) as applied to claims 22 and 46, and further in view of Markussen et al. 
(U.S. Patent No. 4106991, 1978). 

10. These rejections have been discussed at length in previous Office actions and they are maintained 
for the reasons of record in view of the fact that the limitation "high activity phytase-containing 
granulate" now recited in claims 18-19 has not been given patentable weight as the claims already recite 
how much phytase activity is required in the granulate (i.e., at least 6000 FTU/gram). Since the phytase 
activity has been numerically defined, the term "high activity phytase-containing granulate" is deemed 
redundant. Also, the limitation "increased pelleting stability" has not been given patentable weight for 
the reasons extensively discussed above. 

1 1 . Applicant argues that evidence of an unobvious or unexpected advantageous property can rebut 
prima facie obviousness citing MPEP 716.02(a). Apphcant submits that none of the cited references 
teach or suggest an extruded high activity phytase-containing granulate having increased pelleting 
stability using starch as the non-fibrous carrier. Applicant also refers to Examples 5 and 10 as evidence 
of the increased pelleting stability achieved using Applicant's granulate. 
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12. Applicant's arguments have been fully considered but are not deemed persuasive to overcome the 
instant rejections. For the reasons extensively discussed in prior Office actions, the combined teachings 
of Nielsen, Ghani, Markussen and Haarasilta do render the claimed invention obvious over the prior art. 

Nielsen discloses every single aspect of the granulate/composition claimed except for (a) the 
carrier comprising at least 15% w/w of starch and the presence of a divalent cation (claims 18-19, 24, 26- 
28, 31-35, 41-44, 48, 50-52), and (b) the presence of a derivatised cellulose/edible oil/water insoluble 
compound (claims 21-23, 45-47). Nielsen teaches an Aspergillus phytase-containing granulate 
comprising 10,000 FTU/gram of total composition (page 5, lines 25-29; page 10, lines 16-21; page 11, 
lines 27-30; page 12, lines 18-21). Nielsen teaches that the phytase is derived from several strains of 
Aspergillus such as niger and ficcum (page 7, lines 4-6). Furthermore, Nielsen teaches a phytase- 
containing feed additive comprising additional glucosidase enzymes such as xylan-endo-l,3-P-xylosidase 
and endo-l,6-p-glucanase (page 11, lines 5-19). Nielsen teaches that the phytase granulate can be used as 
an additive for animal feed (page 10, lines 16-21). Ghani provides an enzyme granulate wherein the soHd 
carrier is a starch-containing compound including a carrier containing 90% (w/w) of soy flour and 10% 
com syrup. Haarasilta provides a granulate comprising soy oil and teach that the addition of calcium 
cations (divalent cation) in inorganic salts aid in the formation of stable granules (page 2, line 21). 
Markussen provides enzyme granules comprising PVA and CMC. Thus, contrary to Applicant's 
assertions, the claimed invention is prima facie obvious over the teachings of the prior art. 

It is noted that the limitation regarding extrusion is a "product-by process" limitation. It is settled 
case law that the patentability of a product recited in product-by-process format is determined only by the 
characteristics of the product (see MPEP § 21 13). In addition, as indicated above, limitations regarding 
pelleting stability have not been given patentable weight as it is completely unclear what is the intended 
meaning of the term "pelleting stability" or how it should be interpreted. The Examiner has carefully 
review the specification, specifically Examples 5 and 10, to determine the intended meaning of the term 
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and how a conclusion regarding pelleting stability was reached. However, for the reasons extensively 
discussed above, the Examiner has been unable to determine what is the intended meaning of the term. It 
is also noted that the information provided in Example 10 is extremely unclear and confusing. For 
example, on page 21, lines 18-20, the specification states that feeds having three different phytase 
activities were obtained with granulates comprising three different phytase activities. On page 22, line 
23, the activity of the three feeds is numerically different, no units are provided, and there is no indication 
as to the conditions which lead to these new values for activity. Thus, it is not possible to interpret 
Applicant's results. The limitation "high activity" has not been given any patentable weight as it is 
redundant since the claim already has numerically defined the amount of activity required in the granulate 
(i.e., at least 6000 FTU per gram). Thus, for the reasons of record, the claimed invention is deemed 
obvious over the teachings of Nielsen, Ghani, Markussen and Haarasilta. 

13. Applicant further criticizes (1) Nielsen as failing to teach or suggest an increase in pelleting 
stability, and extrusion as the method to make the granulate, (2) Ghani as failing to cure the deficiencies 
of Nielsen, to teach the use of solely a non-fibrous carrier in a high activity phytase, and to teach an 
extruded granulate, (3) Markussen as failing to cure the deficiencies of Nielsen or Ghani, and instead 
teaching that cellulose is responsible for one the advantageous properties of the disclosed granulate 
(absence of an unwanted layer of starting material on the walls of the granulator), and (4) Haarasilta as 
failing to cure the deficiencies of Nielsen, Ghani or Markussen, and instead teaching extrusion of 
foodstuffs comprising fibrous components. 

14. The Examiner acknowledges that (1) neither Nielsen, Ghani, Markussen, or Haarasilta discuss 
pelleting stability with regard to phytase granulates, and (2) Nielsen does not teach extrusion as the 
method for making the granulate. However, (1) a limitation regarding extrusion has not been given 
patentable weight since the patentability of the product is determined based on the characteristics of that 
product, and (2) even if one were to consider "extrusion" as a limitation, the Examiner has provided the 
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teachings of Haarasilta which provide granules made by extrusion. With regard to pelleting stability, for 
the reasons extensively discussed above, this limitation has not been given any patentable weight. It is 
noted however that even if this term were to be given patentable weight, it is noted that this additional 
limitation would be considered inherent to a phytase granulate having at least 6000 FTU/gram.. 
Applicant has argued that it is the high phytase activity of the granulate which results in increased 
pelleting stability. Applicant has not argued that this effect is limited to only certain phytases, and the 
claims do not limit the genus of phytases in the granulate/composition claimed. Thus, based on 
Applicant's arguments, this effect should be seen in any phytase granulate wherein the phytase activity is 
at least 6000 FTU/gram. Since the granulate/composition of Nielsen, Ghani, Markussen and Haarasilta 
comprises a phytase activity of at least 6000 FTU/gram, this limitation is also met. ' 

With regard to arguments that none of the references cited teach/suggest a non-fibrous carrier, 
while it is agreed that the references cited do not teach or suggest a carrier completely and entirely devoid 
of fibers, the term "non-fibrous" as used in the claims has to be interpreted as "having some fiber" in light 
of the teachings of the specification and those of the art. Applicant is reminded that all the examples 
provided use either potato, rice or com starch. None of the examples provided in the specification use a 
carrier that is completely devoid of fibers. As indicated in the Advisory Action mailed on 8/15/2006, 
starch contains some dietary fiber (see attachment included with the Advisory action of 8/15/2006). In 
addition, Applicant is reminded that some of the claims are directed to a granulate which comprises a 
derivatised cellulose, which would add fibers to the granulate. Clearly, a granulate comprising some 
fibers is a preferred embodiment. Thus, in view of the teachings of the specification, the claims, and the 
teachings of the art, the limitafion "non-fibrous" as used in the claims cannot be interpreted as 
"completely lacking fiber". 

, With regard to arguments that Markussen cannot be properly combined with the cited references 
because it would impermissibly change the principle of operation of Markussen's invention, it its noted 
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that Markussen does not teach that large amounts of cellulose are required for preparing the granulate 
described. If a small amount of cellulose is sufficient to improve manufacture of the granulate, one of 
skill in the art still would have been motivated to use a carrier with some fibers and further add a 
derivatised cellulose, sufficient to improve the process of granulation. Thus, contrary to Applicant's 
assertions, the teachings of Markussen can be combined with the teachings of Nielsen, Ghani and 
Haarasilta. 

15. Applicant also points out that the Office has not provided a rationale for discounting the teachings 
of the references cited in the rejections. Applicant refers to Markussen as describing how difficuU it is to 
achieve granulation of enzymes. Applicant argues that the Examiner has not provided a rationale for why 
a skilled artisan would forego the use of a fibrous carrier in an enzyme granulate particularly in view of 
the teachings that such a carrier is required. 

16. The Examiner disagrees with Applicant's contention that the Examiner has discounted the 
teachings of the references cited in the rejections. Jt is reiterated herein that while none of the references 
disclosing granulates teach carriers which are absolutely devoid of fibers, none of the references cited 
teach away from using a carrier with some or little fiber, which is the limitation to be met. For the 
reasons extensively discussed above, the claims in light of the specification and the art, do not require a 
granulate completely lacking fibers. All the claims require starch, which is known to have some fibers. 
Other claims require derivatised cellulose in addition to starch, which would add fibers to the granulate. 
It is the Examiner's position that one of skill in the art can be motivated to make granulates with 
little/some fibers as opposed to a substantial amount of fibers to avoid mechanical malfunctions in the 
extruder and to produce smaller granules. These motivations are not deemed contrary to the teachings of 
the references cited because none of these references teach that (1) large amounts of fibers are highly 
desirable, (2) no mechanical malfunctions are expected when large amounts of fibers are used, or (3) 
small granules are undesirable in any circumstance. While Markussen teaches that granulation of 
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enzymes is a difficult task, it is noted that Markussen does not teach the impossibiUty of making enzyme 
granules with carriers having some fiber as opposed to large amounts of fibers, nor does it teach that 
carriers containing soy flour and com syrup as taught by Ghani are undesirable or cannot be used to create 
enzyme granulates. Thus, contrary to Applicant's assertions, the Examiner has provided a rationale 
which is not contrary to the teachings of the cited references. 

Conclusion 

17. No claim is in condition for allowance. 

1 8. Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PMR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). 

19. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Delia M. Ramirez whose telephone number is (571) 272-0938. The examiner can normally 
be reached on Monday-Friday from 8:30 AM to 5:00 PM. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Dr. Ponnathapura Achutamurthy can be reached on (571) . 
272-0928. Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-1600. 
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Primary Patent Examiner 
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